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haemopoietic ALloGeneIC products

Policy 

To minimise, as far a possible, the risk of adverse events associated with the administration of an allogeneic haemopoietic product and compliance with the FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing and Administration. 

Purpose

Define responsibilities for the collection, manufacture and infusion of allogeneic haemopoietic products and provide a process overview.
Scope

This procedure applies to allogeneic haemopoietic products manufactured for the adult (Insert institute name) and paediatric (Insert paediatric institute name) clinical haemopoietic cell therapy programs and for the (Insert applicable donor registry name). See Donor Registry Processing for additional instructions for products collected through the (Insert applicable donor registry name).
This procedure applies to HPC-A, HPC-C, HPC-M, TC Apheresis, TC Whole Blood and directed platelet and granulocyte products.
Definitions

	HPC, Apheresis (HPC-A):
	Peripheral blood collected by apheresis as a source of haemopoietic progenitor cells. Mobilised unless otherwise stated in the modifier.

	HPC, Cord Blood (HPC-C):
	Umbilical cord blood and/or placental blood collected as a source of haemopoietic progenitor cells.

	HPC, Marrow (HPC-M):
	Bone marrow collected as a source of haemopoietic progenitor cells. 

	TC, Apheresis:
	Source of nucleated cells obtained by an apheresis procedure intended for therapeutic use other than HPC. Non-mobilised unless otherwise stated in the modifier.

	TC, Whole Blood:
	Whole blood collected as a source of nucleated cells intended for therapeutic use other than HPC.


Responsibilities

Clinical Program
Donor Clinical Team
· Donor assessment, infectious disease screening, ABO blood grouping.

· Obtain informed donor consent.
· Provide the recipient clinical team with statement of donor eligibility.
· Administer the donor preparative regimen.

· Notify (Insert manufacturer name), nursing and other clinical/laboratory staff, in advance, of collection requirements.
· Collect HPC-M and transport to (Insert manufacturer name) from (Insert institute name) or organise transport with (Insert manufacturer name) from (Insert external institute name).

· Collect HPC-C and organise transport with (Insert manufacturer name) and (Insert external institute name).

· Complete collection records for HPC-M, HPC-C and all (Insert applicable donor registry name) collections.
Recipient Clinical Team
· Identify potential donors and determine suitability.
· Perform recipient ABO blood grouping and, if required, infectious disease screening.
· Obtain informed recipient consent.
· Provide (Insert manufacturer name) with statement of donor eligibility.

· Complete the request for collection and processing.

· Administer the recipient preparative regimen.

· Notify (Insert manufacturer name), nursing and other clinical/laboratory staff, in advance, of infusion requirements.
· Complete the request for supply and/or infusion.
· On receipt of final product evaluation, instruct (Insert manufacturer name) on infusion or further processing action. 

· Infuse product.
· Inform (Insert manufacturer name) of adverse infusion related events.
· Review engraftment outcome.
· Inform the donor registry of the transplant and outcome.

Apheresis Nursing: Collection 
· Collect HPC-A, TC Apheresis, platelets and granulocyte collection by apheresis.
· Collect whole blood by venesection.

· Transport product to (Insert manufacturer name) (Insert institute name) or organise transport with (Insert manufacturer name) (Insert external institute name).

· Complete collection records. 

Nursing: Infusion
· Liaise with (Insert manufacturer name) in regards to infusion requirements.
· Receive and check products for infusion.

· Infuse product.

· Record any adverse events.

· Complete infusion records.
(Insert manufacturer name) Processing Facility
· Operate in compliance with regulatory and accreditation requirements.
· Liaise with collection centres regarding collection and transport requirements and materials.

· Product receipt and storage.

· Assess blood group compatibility.
· Arrange NAT infectious disease screening by ARCBS and provide results to clinical staff for review prior to transplant.
· Determine product processing requirements, in collaboration with the clinical team.
· Product processing and storage. 
· Labelling.
· Product testing and release.

· Inform clinical staff of final product evaluation and receive infusion and/or further processing instructions. 
· Transport product to transplant site and prepare product for infusion.
· Pack products for the (Insert applicable donor registry name) and complete required documentation. 
· Provide trained couriers for national and international transport of products for (Insert institute name) and (Insert external institute name).
· Communicate with, assist and provide relevant documentation to external national and international couriers.
· Provide of a copy of the product Distribution Form and Blood Group Compatibility Form to the appropriate Transfusion Medicine Unit (Insert institute name) or (Insert external institute name). 
· Notify clinical staff of Product Alerts.
· Product disposal, at the direction of the clinical program director.

(Insert institute name) Transfusion Medicine
· Arrange irradiation of platelets and granulocytes.
· Issue platelets and granulocytes.
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NOTE: (Insert manufacturer name) procedures and forms for the manufacturing step were not listed on the preceding flowchart. The procedures are included in the following list, along with procedures for haemopoietic products other than HPC. 

Procedures
Donor Registry Processing DOC113

Adult Bone Marrow Collection DOC119

Blood Group Compatibility DOC75

Courier Instructions DOC102

Disposal DOC35
Distribution DOC44

Donor Evaluation DOC71

Haemopoietic Cryopreservation DOC94

Haemopoietic Product Evaluation DOC77

HPC manufacturing procedures:

HPC Buffy Coat Enrichment DOC92

HPC CD34 Enrichment DOC34

HPC Cord Processing DOC93

HPC Plasma Reduction DOC98

HPC Washing DOC91

HPC-M Adult Collection Instructions DOC96

HPC-M Collection Pack DOC95

HPC-M Paediatric Collection Instructions DOC97

Infectious Disease Screening DOC74

Infusion Information DOC40

Labelling DOC64

Microbial Testing DOC67

Platelet and Granulocyte Processing DOC101

Platelet Cryopreservation DOC100

Recall and Product Alert DOC69

Receipt DOC30

Release DOC32

Storage DOC31

T Cell Processing DOC111

Thawing for Infusion DOC41

Transport DOC46

Records

Manufacturing records are stored in (Insert manufacturer name) for a minimum of 20 years from the date of manufacture.
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